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ENVIRONMENTAL  PROTECT  AGENCY 

[FRL  1308-8;  OPP-30000/23B] 

Preliminary  Notice  of  Determination 
Concluding  the  Rebuttable 
Presumption  Against  Registration  of 
Pesticide  Products  Containing 
Benomyl;  Availability  of  Position 
Document 

I.  Introduction 

On  December  6. 1977,  the 
Environmental  Protection  Agency  issued 
a  notice  of  rebuttable  presumption 
against  registration  and  continued 
registration  (RPAR)  of  pesticide 
products  containing  benomyl  (42  FR 
61788),  a  pesticide  used  on  food  and 
non-food  crops  to  control  fungi,  thereby 
initiating  the  Agency’s  public  review  of 
the  risks  and  benefits  of  benomyl.  This 
notice  constitutes  the  Agency’s  Notice  of 
Determination  (Notice)  pursuant  to  40 
CFR  162.11(a)(5).  terminating  the 
benomyl  RPAR.  This  determination  is 
preliminary  at  this  point,  pending 
external  review  through  submission  to. 
and  review  by,  the  United  States 
Department  of  Agriculture  and  the 
Scientific  Advisory  Panel,  pursuant  to 
sections  6(b)  and  25(d)  of  the  Federal 
Fungicide,  Insecticide,  and  Rodenticide 
Act  (FIFRA)  as  amended,  the  action 
does  not  become  final  until  the  Agency 
has  reviewed  the  comments  of  these 
reviewers  and  issued  a  final  notice 
based  in  part  on  consideration  of  these 
comments. 

In  broad  summary,  the  Agency  has 
determined  that  benomyl  continues-  to 
exceed  the  risk  criteria  outlined  in  40 
CFR  162.11  for  mutagenicity  (as  a 
spindle  poison  which  interferes  with 
proper  chromosome  segregration  during 
mitosis  resulting  in  non-disjunction), 
teratogenicity,  reduction  in 
spermatogenic  activity  and  acute 
toxicity  to  aquatic  organisms.  The 
Agency  has  concluded  that  the 
presumption  against  benomyl  on  the 
basis  of  point  mutation  has  been 
rebutted,  and  that  the  presumption 
issued  against  the  use  of  benomyl  based 
on  significant  local  reductions  in 
earthworm  populations  has  also  been 
successfully  rebutted. 

The  risks  that  benomyl  pose  to  certain 
exposed  groups  is  of  sufficient  concern 
to  require  the  Agency  to  consider 
whether  these  risks  can  be  reduced.  The 
Agency  has  considered  benefits 
information,  including  that  submitted  by 
registrants,  interested  persons,  and  the 
United  States  Department  of 
Agriculture,  and  has  analyzed  the  social 
and  environmental  beneHts  of  the  uses 
of  benomyl  as  well  as  the  economic 


benefits  of  the  use  of  benomyl  on  rice. 
The  Agency  has  weighed  risks  and 
benefits  together,  in  order  to  determine 
whether  the  risks  of  eaeh  benomyl  use 
are  warranted  by  the  benefits  of  the  use. 
In  weighing  risks  and  benefits,  the 
AGency  considered  what  risk 
reductions  could  be  achieved  and  how 
risk  reduction  measures  would  affect  the 
benefits  of  the  use. 

The  Agency  has  determined  that  the 
risks  of  certain  uses  of  benomyl  are 
greater  than  the  social,  economic,  and 
environmental  benefits  of  these  uses, 
unless  risk  reductions  are  accomplished 
by  modifications  in  the  terms  of 
conditions  of  registration,  as  described 
below.  The  Agency  has  further 
determined  that  these  modifications  in 
the  terms  or  conditions  of  registration 
accomplish  significant  risk  reductions, 
and  that  these  risk  reductions  can  be 
achieved  without  significant  impacts  on 
the  benefits  of  the  uses. 

The  remainder  of  this  Notice  and  the 
accompanying  Position  Document  set 
forth  in  detail  the  Agency’s  analysis  of 
comments  submitted  during  the  rebuttal 
phase  of  the  benomyl  RPAR,  and  the 
Agency’s  reasons  and  factual  bases  for 
the  regulatory  actions  it  is  initiating.  'The 
Notice  is  organized  into  four  sections. 
Section  1  is  this  introduction.  Section  II. 
titled  "Legal  background”,  sets  forth  a 
general  discussion  of  the  regulatory 
framework  within  which  this  action  is 
taken.  Section  III  sets  forth  the  Agency’s 
determinations  concluding  the  benomyl 
RPAR  and  initiating  the  regulatory 
actions  which  flow  from  these 
determinations.  Section  III  and  the 
accompanying  Position  Document  set 
forth  the  basis  for  these  determinations. 
Section  IV,  titled  “Procedural  Matters”, 
provides  a  brief  discussion  of  the 
procedures  which  will  be  followed  in 
implementing  the  regulatory  actions 
which  the  Agency  is  initiating  in  this 
Notice. 

II.  Legal  Background 

In  order  to  obtain  a  registration  for  a 
pesticide  under  FIFRA.  a  manufacturer 
must  demonstrate  that  the  pesticide 
satisfies  the  statutory  standard  for 
registration.  That  standard  requires 
(among  other  things]  that  the  pesticide 
perform  its  intended  function  without 
causing  “unreasonable  adverse  effects" 
on  the  environment  (section  3(c)(5)). 
“Unreasonable  adverse  effects  on  the 
environment”  is  defined  as  “any 
tmreasonable  risk  to  man  or  the 
environment,  taking  into  account  the 
economic,  social  and  environmental 
costs  and  benefits  of  the  use  of  any 
pesticide”  (FIFRA,  section  2(bb)).  In 
effect,  this  standard  requires  a  finding 
that  the  benefits  of  each  use  of  the 


pesticide  exceed  the  risks  of  use,  when 
the  pesticide  is  used  in  accordance  with 
commonly  recognized  practice.  'The 
burden  of  proving  that  a  pesticide 
satisfies  the  registration  standard 
continues  as  long  as  the  registration 
remains  in  effect.  Under  section  6  of 
FIFRA.  the  Administrator  is  required  to 
cancel  the  registration  of  a  pesticide  or 
modify  the  terms  and  conditions  of 
registration  whenever  he  determines 
that  the  pesticide  no  longer  satisfies  the 
statutory  standard  for  registration.* 

The  Agency  created  the  RPAR  process 
to  facilitate  the  identification  of  • 
pesticide  uses  which  may  not  satisfy  the 
statutory  standard  for  registration  and 
to  provide  a  public,  informal  procedure 
for  the  gathering  and  evaluation  of 
information  about  the  risks  and  benefits 
of  these  uses. 

The  regulations  governing  the  RPAR 
process  are  set  forth  at  40  CFR  162.11. 
This  section  provides  that  a  rebuttable 
presumption  shall  arise  if  a  pesticide 
meets  or  exceeds  any  of  the  risk  criteria 
set  out  in  the  regulations.  The  Agency 
generally  announces  that  an  RPAR  has 
arisen  by  publishing  a  notice  in  the 
Federal  Register.  After  an  RPAR  is 
issued,  registrants  and  other  interested 
persons  are  invited  to  review  the  data 
upon  which  the  presumption  is  based 
and  to  submit  data  and  information  to 
rebut  the  presumption.  Respondents 
may  rebut  the  presumption  of  risk  by 
showing  that  the  Agency’s  initial 
determination  of  risk  was  in  error,  or  by 
showing  that  use  of  the  pesticide  is  not 
likely  to  result  in  any  significant 
exposure  to  many  or  to  animals  or 
plants  of  concern  with  regard  to  the 
adverse  effect  in  question, “Further,  in 


'Another  part  of  the  statutory  standard  for 
registration  is  that  the  pesticide  must  satisfy  the 
labeling  requirements  of  FIFRA.  These  requirements 
are  set  out  in  the  statutory  definition  of 
“misbranded"  (FIFRA  section  2(q)).  Among  other 
things,  this  section  provides  that  a  pesticide  is 
misbranded  if  “the  labeling  *  *  *  does  nqt  contain 
directions  for  use  which  are  necessary  for  effecting 
the  purpose  for  which  the  product  is  intended  and  if 
complies  with,  together  with  6my  *  *  *  (restrictions) 
imposed  under  section  3(d)  *  *  *  are  adequate  to 
protect  health  and  the  environment.” 

The  Agency  can  require  changes  to  the  directions 
for  use  of  a  pesticide  in  most  circumstances  either 
by  Rnding  that  the  pesticide  is  misbranded  if  the 
labeling  is  not  changed,  or  by  fmding  that  the 
pesticide  would  cause  unreasonable  adverse  effects 
on  the  environment,  unless  labeling  changes  are 
made  which  accomplish  risk  reductions. 

*20  CFR  162.11(a)(4)  provides  that  registrants  and 
applicants  may  rebut  a  presumption  against 
registration  by  sustaining  the  burden  of  proving;  (i) 
in  the  case  of  a  pesticide  which  meets  or  exceeds 
the  criteria  for  risk  set  forth  in  paragraphs  (a)(3)(i) 
or  (iii)  that  when  considered  with  the  formulations, 
packaging,  method  of  use,  and  proposed  restrictions 
on  and  directions  for  use  and  widespread  and 
commonly  recognized  practices  of  use,  the 
anticipated  exposure  to  an  applicator  or  user  and  to 
local,  regional  or  national  populations  of  nontarget 
Footnotes  continued  on  next  page 
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addition  to  submitting  evidence  to  rebut 
the  risk  presumption,  respondents  may 
submit  evidence  as  to  whether  the 
economic,  social,  and  environmental 
benefits  of  the  use  of  the  pesticide 
subject  to  the  presumption  outweigh  the 
risks  of  use. 

The  regulations  require  the  Agency  to 
conclude  an  RPAR  by  issuing  a  Notice 
of  Determination  in  which  the  Agency 
states  and  explains  its  position  on  the 
question  of  whether  the  risk 
presumptions  have  been  rebutted.  If  the 
Agency  determines  that  the  presumption 
is  not  rebutted,  it  will  then  consider 
information  relating  to  the  social, 
economic,  and  environmental  costs  and 
benefits  which  registrants  and  other 
interested  persons  submitted  to  the 
Agency,  and  any  other  benefits 
information  known  to  the  Agency. 

After  weighing  the  risks  and  the 
benefits  of  a  pesticide  use,  the 
Administrator  may  conclude  the  RPAR 
process  by  issuing  a  notice  of  intent  to 
cancel  or  deny  registration,  pursuant  to 
FIFRA  section  6(b)(1)  and  section  3(c)(6) 
or  by  issuing  a  notice  of  intent  to  hold  a 
hearing  pursuant  to  section  6(b)(2)  of 
FIFRA  to  determine  whether  the 
registrations  should  be  cancelled  or 
applications  for  registration  denied. 

lb  determining  whether  the  use  of  a 
pesticide  poses  risks  which  are  greater 
than  benefits,  the  Agency  considers 
modifications  to  the  terms  and 
conditions  of  registration  which  can 
reduce  risks,  and  the  impacts  of  such 
modifications  in  the  terms  or  conditions 
of  registration  on  the  benefits  of  the  use. 
Among  the  risk  reduction  measures 
short  of  cancellation  which  are 
available  to  the  Agency  are  requiring 
changes  in  the  directions  for  use  on  the 
pesticide’s  labeling,  and  classifying  the 
pesticide  for  "restricted  use"  pursuant  to 
FIFRA  section  3(d). 

FIFRA  requires  the  Agency  to  submit 
notices  issued  pursuant  to  section  6  to 
the  Secretary  of  Agriculture  for 
comment  and  to  provide  the  Secretary  of 


Footnotes  continued  from  last  page 
organisms  is  not  likely  to  result  in  any  significant 
acute  adverse  effects;  or  (ii)  in  the  case  of  a 
pesticide  which  meets  or  exceeds  the  criteria  for 
risk  set  forth  in  paragraph  (a)(3](ii)  that  when 
considered  with  proposed  restrictions  on  use  and 
widespread  and  commonly  recognized  practices  of 
use,  the  pesticide  will  not  concentrate,  persist  or 
accrue  to  levels  in  man  or  the  environment  likely  to 
result  in  any  significant  chronic  adverse  effects;  or 
(iii)  that  the  determination  by  the  Agency  that  the 
pesticide  meets  or  exceeds  any  of  the  criteria  for 
risk  was  in  error.  A  primary  purpose  of  the  RPAR 
process  is  to  screen  for  appropriate  action  those 
pesticide  uses  which  pose  risks  which  are  of 
sufficient  concern  to  require  the  Agency  to  consider 
whether  offsetting  benefits  justify  the  risks. 
Accordingly,  the  Agency's  approach  to  rebuttal 
determinations  concentrates  on  whether  the  risk 
concerns  which  are  central  to  each  RPAR 
proceeding  have  in  fact  been  answered. 


Agriculture  with  an  analysis  of  the 
impact  of  the  proposed  action  on  the 
agricultual  economy  (section  6(b)).  The 
Agency  is  required  to  submit  these 
documents  to  the  Secretary  at  least  60 
days  before  making  the  notce  effective 
by  sending  it  to  registrants  or  making  it 
public.  If  Ae  Secretary  of  Agriculture 
comments  in  writing  within  30  days 
after  receiving  the  notice,  the  Agency  is 
required  to  publish  the  Secretary’s 
comments  and  the  Administrator’s 
response  with  the  notice.  FIFRA  also 
requires  the  Administrator  to  submit 
section  6  notices  to  a  Scientific  Advisory 
Panel  for  comment  on  the  impact  of  the 
proposed  action  on  health  and  the 
environment,  at  the  same  time  and 
under  the  same  procedures  as  those 
described  above  for  review  by  the 
Secretary  of  Agriculture  [section  25(d)l. 

Although  not  required  to  do  so  under 
the  statute,  the  Agency  has  decided  that 
it  is  consistent  with  the  general  theme  of 
the  RPAR  process  and  the  Agency’s 
overall  policy  of  open  decision  making 
to  afford  registrants  and  other  interested 
persons  an  opportunity  to  comment  on 
the  bases  for  Ae  proposed  action  during 
the  time  that  the  proposed  action  is 
under  review  by  the  Secretary  of 
Agriculture  and  the  Scientific  Advisory 
Panel.  Accordingly,  appropriate  steps 
will  be  taken  to  make  copies  of  the 
Position  Document  available  to 
registrants  and  other  interested  persons 
at  the  time  the  decision  documents  are 
transmitted  for  formal  external  review, 
through  publication  of  a  notice  of 
availability  in  the  Federal  Register,  or 
by  other  means.  Registrants  and  other 
interested  persons  will  be  allowed  the 
same  period  of  time  to  comment — 30 
days — that  the  statute  provides  for 
receipt  of  comments  from  the  Secretary 
of  Agriculture  and  the  Scientiflc 
Advisory  Panel. 

The  determination  to  issue  a  FIFRA 
section  6  notice  is  a  preliminary 
determination,  pending  external  review 
and  Agency  analysis  of  comments 
received.  On  the  basis  of  these 
comments,  the  Agency  may  withdraw 
the  notice,  issue  a  Hnal  notice  without 
modification,  or  modify  the  notice,  as 
appropriate. 

After  complying  with  the  external 
review  requirements  and,  if  the  notice  is 
not  withdrawn,  accomplishing  any 
changes  in  the  contemplated  action 
deemed  appropriate  as  a  result  of  any 
comments  received,  the  Agency  will 
proceed  to  implement  the  desired 
regulatory  action  by  sending  and  making 
public  a  notice  of  intent  to  cancel  under 
FIFRA  section  6(b)(1)  or  a  notice  of 
intent  to  hold  a  hearing  under  FIFRA 
section  6(b)(2),  as  appropriate. 


Registrants  and  other  interested  persons 
have  30  days  to  request  a  hearing,  in  the 
case  of  notice  of  intent  to  cancel  imder 
FIFRA  section  e(b)(l).  In  the  event  a 
hearing  is  not  requested  and  any 
changes  in  the  terms  and  conditions  of 
registration  directed  in  the  cancellation 
notice  are  not  accepted,  the  cancellation 
action  announced  in  the  notice  of  intent 
will  take  effect  automatically  at  the  end 
of  the  30-day  notice  period.  If  a  hearing 
is  requested,  it  will  be  governed  by  the 
Agency’s  rules  of  practice  for  hearings 
under  FIFRA  section  6  (40  CFR  Part  164); 
the  cancellation  action  will  not  become 
effective  except  pursuant  to  an  order  of 
the  Administrator  at  the  conclusion  of 
the  hearing.  Rules  governing 
participation  in  number,  and  the  conduct 
of  hearings  under  FIFRA  section  6(b)(2), 
are  also  set  forth  in  40  CFR  Part  164. 
Upon  appropriate  findings  the  Agency 
may  withdraw  such  a  notice  prior  to  the 
commencement  of  a  hearing. 

in.  Determination  and  Initiation  of 
Regulatory  Action 

The  Agency  has  considered 
information  on  the  risks  associated  with 
the  uses  of  benomyl,  including 
information  submitted  by  registrants 
and  other  interested  persons  in  rebuttal 
to  the  benomyl  RPAR.  The  Agency  has 
also  considered  information  on  the 
social,  economic,  and  environmental 
benehts  of  the  uses  of  benomyl  subject 
to  the  RPAR,  including  benehts 
information  submitted  by  registrants 
and  other  interested  persons  in 
conjunction  with  their  rebuttal 
submissions,  and  information  submitted 
by  the  United  States  Department  of 
Agriculture.  The  Agency’s  assessment  of 
the  risks  and  benefits  of  the  uses  of 
benomyl  subject  to  this  RPAR,  its 
conclusions  and  determinations  whether 
any  uses  of  benomyl  pose  unreasonable 
adverse  effects  on  the  environment,  and 
its  determinations  whether 
modiHcations  in  terms  of  conditions  of 
registration  reduce  risks  sufficiently  to 
eliminate  any  unreasonable  adverse 
effects,  are  set  forth  in  detail  in  the 
Position  Document  accompanying  this 
Notice.  This  Position  Document  is 
hereby  adopted  by  the  Agency  as  its 
statement  of  reasons  for  the 
determinations  and  actions  announced 
in  this  Notice,  and  as  its  analysis  of  the 
impacts  of  the  proposed  regulatory 
actions  on  the  agricultural  economy.  For 
the  reasons  summarized  below  and 
developed  in  detail  in  the  Position 
Document,  the  Determinations  of  the 
Agency  with  respect  to  benomyl  are  as 
follows: 
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A.  Determinations  On  Risks 

The  benomyl  RPAR  was  based  on 
information  indicating  that  benomyl 
posed  the  following  risks  to  humans  and 
the  environment:  {!)  Mutagenicity;  (2) 
spermatogenic  depression  and 
teratogenic  effects;  (3)  acute  toxicity  to 
aquatic  organisms;  and  (4)  significant 
population  reductions  in  nontarget 
organisms.  As  developed  fully  in  the 
Position  Document,  the  Agency  has 
determined  that  information  submitted 
to  rebut  these  risk  criteria  was 
insufficient  to  remove  the  Agency’s 
concerns  that  benomyl  poses  the  risks  of 
mutagenicity  (as  a  spindle  poison], 
teratogenicity,  and  spermatogenic 
depression  to  humans  and  acute  toxicity 
to  aquatic  organisms. 

The  risks  of  mutagenicity, 
teratogenicity  and  spermatogenic 
depression  are  greatest  to  mixer/loaders 
during  aerial  application  and  to 
pesticide  applicators  operating  air  blast 
equipment.  'Tlie  risk  to  aquatic 
organisms  is  greatest  when  benomyl  is 
applied  to  rice,  because  residues  present 
in  water  drained  from  the  rice  fields 
might  cause  Hsh-kills.  These  risks  are  of 
sufficient  magnitude  to  require  the 
Agency  to  determine  whether  the  uses 
of  benomyl  offer  offsetting  social, 
economic,  or  environmental  benefits. 

The  Agency  has  also  concluded  that 
the  presumption  against  benomyl  on  the 
basis  of  the  potential  to  produce  point 
mutations  has  been  rebutted,  since  the 
data  available  on  point  mutations  are 
inadequate  at  the  present  time  to 
determine  if  benomyl  poses  a  mutagenic 
risk  as  a  point  (gene)  mutagen  to 
humans.  Finally,  the  Agency  has 
determined  that  the  risk  presumption  for 
significant  population  reductions  in  non¬ 
target  organisms  has  been  rebutted. 

B.  Determinations  on  Benefits 

The  uses  of  benomyl  which  are 
subject  to  this  RPAR  fall  into  four 
categories:  Rice  uses,  aerial  application 
uses:^  air  blast  application  uses;*  and 
other  uses.® 

1.  Rice  Uses.  Benomyl  is  used  on  rice, 
principally  to  control  rice  blast  and  stem 


’Benomyl  is  registered  for  aerial  application  for 
the  following  uses:  Almonds,  avocados,  beans, 
cabbage  (seed  crop],  cucurbits,  grapes,  peanuts, 
pecans,  rice,  stone  fhiits,  strawberries,  soybeans, 
sugar  beets,  roses,  flowers,  ornamentals,  and  shade 
trees. 

’Benomyl  is  registered  for  air  blast  application 
for  the  following  uses:  Almonds,  apples,  avocados, 
citrus,  grapes,  macadamia  nuts,  mangoes,  pears, 
pecans,  and  stone  fruits. 

’Other  uses  comprise  postharvest  dipping  or 
spraying  of  apples,  citrus,  pears,  pineapple,  and 
stone  fruits;  mushrooms;  preplant  dip  treatment  of 
pineapple,  strawbenies,  sugar  cane,  floers  and 
bulbs;  greenhouse  use  for  tomatoes  and 
ornamentals,  trunk  injection  of  elms,  turf  and  any 
hard  spraying  applicatioa 


rot.  Benomyl  is  used  on  approximately 
20  percent  of  the  total  rice  production  in 
the  U.S.  lliere  are  no  other  chemicals 
registered  for  control  of  these  rice 
diseases.  Cultural  practices  are  not 
effective  in  reducing  or  controlling  these 
diseases. 

The  Agency  has  determined  that  the 
use  of  benomyl  on  rice  provides 
significant  beneff ts  to  users  but  no 
benefits  to  any  other  group.  Cancellation 
of  this  use  would  cause  current  benomyl 
users  to  sustain  a  net  loss  of 
approximately  $15  million. 

2.  Other  Uses.  The  Agency  did  not 
perform  a  detailed  quantitative  analysis 
of  the  economic  benefits  for  the  uses 
other  than  rice  because  the  Agency 
determined  that  proposed  modifications 
to  the  terms  and  conditions  of 
registration  would  adequately  reduce 
risks  for  these  other  uses  with  only  an 
insignificant  impact  on  benefits. 

C.  Determinations  of  Unreasonable 
Adverse  Effects 

For  the  reasons  set  forth  in  detail  in 
the  accompanying  Position  Document, 
the  Agency  has  made  the  following 
unreasonable  adverse  effect 
determinations  about  the  uses  of 
benomyl. 

The  Agency  has  determined  that  the 
risks  arising  from  the  use  of  benomyl  to 
mixer/loaders  during  aerial  application 
and  to  pesticide  applicators  operating 
air  blasts  equipment  are  greater  than  the 
social,  economic,  and  environmental 
benefits  of  these  uses,  unless  risk 
reductions  are  accomplished  by 
modiff cations  in  the  terms  and 
conditions  of  registration  as  described 
in  the  following  section. 

The  Agency  has  further  determined 
that  these  modifications  in  the  terms 
and  conditions  of  registration 
accomplish  significant  risk  reductions, 
and  that  these  risk  reductions  cam  be 
achieved  without  signiffcant  impacts  on 
the  beneffts  of  the  uses.  Accordingly,  the 
Agency  has  determined  that,  imless 
these  changes  in  the  terms  or  conditions 
of  registration  are  accomplished,  the 
uses  of  benomyl  will  generally  cause 
unreasonable  adverse  effects  on  the 
environment,  when  used  in  accordance 
with  widespread  and  commonly 
recognized  practices,  and  that  the 
labeling  of  benomyl  pesticide  products 
will  not  comply  with  the  provisions  of 
HFRA. 

,  D.  Other  Determinations 

The  Agency  has  determined  that 
registrants  and  applicants  for 
registration  of  benomyl  products  must 
submit  to  the  Agency  data  from  tests  to 
detect  gene  mutations  in  the  following 
test  systems:  (1)  Drosophila,  (2) 


Mammalian  somatic  cells  in  culture  and. 
(3)  an  appropriate  euka^otic  micro¬ 
organism  for  benomyl  and  its  metabolite 
MBC. 

The  Agency  will  use  this  test  data  for 
the  purpose  of  reffning  its  risk  and 
benefits  assessments  on  the  use  of 
benomyl;  this  data  will  also  be  used  to 
reassess  its  conclusions  that  the  use  of 
benomyl  does  not  cause  unreasonable 
adverse  effects  in  accordance  with  the 
Agency's  proposed  modifications  to  the 
terms  or  conditions  of  registration. 

The  Agency  has  determined  that 
registrants  and  applicants  for 
registration  of  benomyl  products  for  rice 
uses  must  develop  and  submit  to  the 
Agency  Held  monitoring  studies  of 
benomyl  residues  in  water  when  applied 
at  different  rates.  The  measurements 
should  be  made  at  varying  distances 
downstream  from  the  rice  fields.  The 
Agency  will  use  these  data  for  the 
purpose  of  refining  its  risk  and  benefit 
assessments  of  the  use  of  benomyl  on 
rice;  these  data  will  also  be  used  to 
reassess  its  conclusion  that  the  use  of 
benomyl  on  rice  in  accordance  with  the 
Agency’s  proposed  modifications  to  the 
terms  or  conditions  of  registration  does 
not  cause  unreasonable  adverse  effects 
on  the  environment*. 

E.  Initiation  of  Regulatory  Actions 

Based  upon  the  determinations 
summarized  above  and  developed  in 
detail  in  the  Position  Document,  the 
Agency  is  initiating  the  following 
regulatory  actions,  and  this  document 
shall  constitute  its  Notice  of  Preliminary 
Determination; 

Cancellation  and  denial  of 
registrations  of  benomyl  products  for  all 
uses  unless  registrants  or  applicants  for 
registration  modify  the  terms  and 
conditions  of  registration  as  follows 


*For  the  Agency's  authority  to  require  registrants 
to  conduct  studies  relevant  to  assessing  the  risks 
and  benefits  of  a  pesticide,  and  to  report  the  results 
thereof  to  the  Agency,  see  FIFRA  section  3(c)(2)(B) 
and  40  CFR  162.8(d)(1). 

’FIFRA  6(b)(1)  provides  that  the  Administrator 
may  initiate  proceedings  to  cancel  a  registration  or 
change  its  use  classiTication,  where  the 
Administrator  fmds  that  the  pesticide  does  not 
satisfy  the  statutory  standard  for  registration. 
However,  the  registered  benomyl  p^ucts  subjeol 
to  this  RPAR  have  not  yet  been  initially  classified. 
Accordingly,  any  classification  action  with  respect 
to  these  piquets  is  an  initial  classification,  and  not 
a  change  in  classification.  Initial  classification 
generally  does  not  ^ve  rise  to  a  right  to  review  the 
classification  decision  in  an  adjudicatory  hearing. 
(See  Preamble  to  Optional  Procedures  for 
Classification  of  P^ticide  Uses  by  Regulation,  42 
^  5702. 5764  (Feb.  9. 1678).  However,  in  view  of  Mk 
fact  that  the  A^ncy  is  proposing  other  changes  to 
the  terms  or  conditions  of  the  registration  (e.g.. 
labeling  chants)  for  registered  benomyl  products, 
which  are  reviewable  in  adjudicatory  hearings,  the 
Agen^  has  determined  that  it  is  appropriate  to 
exercise  its  discretion  to  fashion  procedures  in 
excess  of  minimum  statutory  requirements,  and  to 
Footnotes  continued  on  next  page 
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1.  Modification  of  the  labeling  of 
benomyl  pesticide  products  packaged  in 
five  pound  or  larger  bags  to  include  the 
following  statement: 

Warning  to  Workers 
The  United  States  Environmental 
Protection  Agency  has  determined  that 
benomyl  causes  birth  defects  and  reduced 
sperm  production  in  laboratory  animals, 
^posure  to  benomyl  during  pregnancy 
should  be  avoided.  Exposure  to  benomyl 
might  cause  a  depressed  sperm  count. 

Workers  must  be  sure  to  wear  cloth  masks 
while  mixing  for  aerial  application.  In  case  of 
accidental  spills  or  other  unusual  exposure, 
cease  work  immediately  and  follow 
directions  for  contact  with  benomyl. 

2.  Requirement  for  water-soluble 
packaging  for  benomyl  products  in  five 
pounds  or  larger  quantities  formulated 
as  the  wettable  powder  as  soon  as 
technically  feasible. 

The  minimum  labeling  which  must 
appear  on  the  water  soluble  bag 
includes  the  product  name,  EPA 
Registration  Number  and  the  words: 
“Caution:  Keep  out  the  reach  of 
children.” 

The  following  statement  must  appear 
on  the  labels  of  five  pound  or  larger 
packages  of  wettable  powder 
formulations: ' 

Handling  Precautions 

This  product  is  in  a  water  soluble  bag.  Do 
not  break  open  the  bag  prior  to  use.  Do  not 
use  in  quantities  smaller  than  one  full  bag.  If 
a  bag  is  leaking,  use  extreme  care  in 
handling.  Do  not  get  in  eyes,  on  skin  or  on 
clothing. 

3.  Modificiation  of  the  labeling  of 
benomyl  products  formulated  as  the 
wettable  powder  in  five  pounds  or  larger 
quantities,  which  are  not  contained  in 
water  soluble  packaging,  to  include  the 
following  requirement  for  protective 
clothing: 

Required  Clothing 

During  mixing  and  loading  of  this  product 
for  aerial  application,  a  fine  woven  cloth 
mask  must  be  worn. 

In  addition  to  these  actions,  the 
Agency  soon  will  be  initiating  action  to 
require  the  accomplishment  and  the 
submission  to  the  Agency  of  the 
mutagenicity  test  data  cited  above  and 
the  Held  monitoring  studies  for  the  rice 
use.  This  action  is  not  being  initiated  by 
this  Notice,  but  instead  will  be  initiated 
by  subsequent  correspondence  from  the 
Office  of  Pesticide  Programs  to 
registrants  and  applicants  for 
registration  of  benomyl  products. 


Footnotes  continued  from  last  page 
permit  the  question  of  whether  benomyl  products 
should  be  initially  classihed  for  restricted  use  and 
its  use  limited  to  certified  applicators  to  be 
I  reviewed  in  any  such  adjudicatory  hearing  as  well. 


V.  Procedural  Matters 

This  Notice  of  Determination  notifies 
the  United  States  Department  of 
Agriculture,  the  Scientific  Advisory 
Panel,  pesticide  registrants  and  users, 
and  other  interested  parties  of  the 
Agency’s  preliminary  determinations 
relating  to  the  risks  and  benefits  of  the 
uses  of  benomyl,  and  provides  these 
entities  and  individuals  with 
opportunity  to  comment  on  these 
determinations. 

As  discussed  in  Section  II  of  this 
Notice,  the  Agency's  decision  to  initiate 
the  regulatory  action  described  in 
Section  III  must  be  referred  for  review 
by  the  Secretary  of  Agriculture  and  the 
Scientific  Advisory  Panel.  The  EPA 
position  document  setting  forth  in  detail 
the  reasons  and  factual  bases  for  the 
regulatory  actions  which  the  Agency 
proposes  and  this  Notice  of 
Determination  are  being  transmitted 
immediately  to  the  Secretary  of 
Agriculture  and  the  Scientific  Advisory 
Panel  for  comments.  The  Agency  also 
will  offer  registrants  and  other 
interested  persons  an  opportunity  to 
comment  on  the  bases  for  the  Agency’s 
action  by  making  copies  of  the  Position 
Document  available  upon  request. 
Interested  persons  may  receive  copies  of 
the  documents  by  communicating  their 
requests  to  Esther  Saito,  Project 
Manager,  Special  Pesticide  Review 
Division,  Office  of  Pesticide  Programs, 
EPA  (TS-791),  Room  711D,  Crystal  Mall 
II,  401  M  Street,  SW.,  Washington,  D.C. 
20460,  (703)  537-7420.  Registrants  and 
other  interested  persons  have  the  same 
period  of  30  days  to  submit  comments 
that  the  statute  provides  for  comments 
from  the  Secretary  of  Agriculture  and 
the  Scientific  Advisory  Panel. 

All  comments  on  the  proposed  actions 
should  be  sent  to  the  Document  Control 
Office,  Chemical  Information  Division, 
EPA  (T&-793),  Room  E-447,  401  M 
Street,  SW„  Washington,  D.C,  20460.  In 
order  to  facilitate  the  work  of  the 
AGency  and  of  others  inspecting  the 
comments,  registrants  and  other 
interested  persons  should  submit  three 
copies  of  their  comments.  The  comments 
should  bear  the  identifying  notation 
30000/23B,  and  should  be  submitted  on 
or  before  October  1, 1979. 

After  completion  of  these  review 
procedures,  the  Agency  will  consider  the 
comments  received  and  publish  an 
analysis  of  them,  together  with  any 
changes  in  the  regulatory  actions 
announced  in  this  Notice  which  it 
determines  are  appropriate.  Until  this 
final  review  phase  is  concluded  in  this 
manner,  it  is  not  necessary  for 
registrants  or  other  interested  persons  to 
request  a  hearing  to  contest  any 


regulatory  actions  resulting  from  the 
conclusion  of  this  RPAR. 

Steven  D.  Jellinek, 

Assistant  administrator  for  Toxic  Substances. 

Dated:  August  17, 1979. 
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